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_ JUN -7 2007
Ms. Erin Buethe
Product Manager of MRI Devices
TopSpins®, Inc. '
403 Riverview Dr. -
ANN ARBOR MI 48107

Re: K071140
Trade/Device Name: MRI Compatible Thigh Tourniquet
Regulation Number: 21 CFR §878.5910
Regulation Name: Pneumatic tourniquet
Regulatory Class: 1
Product Code: KCY
Dated: April 17, 2007
Received: April 24, 2007

Dear Ms. Buethe:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications for
use stated in the enclosure) to legally marketed predicate devices marketed in interstate commerce
prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that
have been reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic

. Act (Act) that do not require approval of a premarket approval application (PMA). You may, |
therefore, market the device, subject to the general controls provisions of the Act. The general
controls provisions of the Act include requirements for annual registration, listing of devices, good
manufacturing practice, labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (Premarket
Approval), it may be subject to such additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register. '



Please be advised that FDA’s issuance of a substantial equivalence determination does not mean that
- FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by othier Federal agencies. You must comply with all
the Act’s requirements, including, but not limited to registration and listing (21 CFR Part 807);
labeling (21 CFR Part 801}; good manufacturing practice requirements as set forth in the quality
systems (QS) regulation (21. CFR Part 820); and if applicable, the electrome product radiation
control prov1310ns (Sections 531-542 of the Act) 21 CFR 1000- 1050.

Th1s letter wili allow you to begin marketlng YOUur dev1ce as descnbed in'your Section SlG(k)
premarket notification. The FDA finding of substantial. equwalence of your device to a legally

marketed predlcate device resultsina cla331ﬂeat10n for your device and thus, permlts your dev1ce to
proceed to-the market.

If you desire SpCCIﬁC advice for your dev1ce on our labeling regulation (21 CFR Part 801) please

contact the Office of Compliance at one of the following numbers, based on the regulation number at
the top of this letter

21 CFR 876.30xxx (Gastroenterology/Renal/Urology) 240- 276-0115

21 CFR 884.xxxx (Obstetrlcs/Gynecology) 24_0 -276-0115
21 CFR 892.xxxx. (Radxology)g - 240-276-0120

Other - - 240-276-0100.
Also please note the regulatlon entxtled "Mlsbrandmg by reference to premarket notiﬁcatlon" (21
CFR 807.97). You may obtain other general information on your I‘cSpOIlSlbllitlcS under the Act from
the Division of Small Manufacturers, International and Consumier Asmstance at its toll-free number

(800) 638-2041 or (301) 443-6597 or at its Internet address -
hitp://www.fda.gov/edrh/industry/support/index.html

Sincerely yours, -

Nan:’:;?:idon b
Director, Division of Reproductive,
Abdominal, and Radiclogical Devices
Office of Device Evaluation

' ‘Center for Dewces and Radlologlcal Health

Enclosure -



PREMARKET NOTIFICATION OF MRI COMPATIBLE THIGH
TOURNIQUET
STATEMENT OF INDICATIONS FOR USE

This device is intended for use in MR imaging of peripheral blood Vessels in
the lower extremity for patients with suspected peripheral vascular'disease
for diagnostic purposes and pre-operative information.
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